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21 CFR Ch. I (4–1–00 Edition)§ 808.101

under section 521(b) of the act: West
Virginia Code, section 30–26–14(a).

[45 FR 67337, Oct. 10, 1980, as amended at 53
FR 35314, Sept. 13, 1988]

§ 808.101 District of Columbia.

(a) The following District of Colum-
bia medical device requirements are
enforceable, notwithstanding section
521 of the act, because the Food and
Drug Administration has exempted
them from preemption under section
521(b) of the act:

(1) Act 2–79, section 5, to the extent
that it requires an audiological evalua-
tion for children under the age of 18.

(2) Act 2–79, section 6, on the condi-
tion that in enforcing section 6(a)(5),
the District of Columbia apply the defi-
nition of ‘‘used hearing aid’’ in
§ 801.420(a)(6) of this chapter.

(b) The following District of Colum-
bia medical device requirement is pre-
empted by section 521(a) of the act, and
the Food and Drug Administration has
denied it an exemption from preemp-
tion under section 521(b) of the act: Act
2–79, section 5, except as provided in
paragraph (a) of this section.

[46 FR 59236, Dec. 4, 1981]

PART 809—IN VITRO DIAGNOSTIC
PRODUCTS FOR HUMAN USE

Subpart A—General Provisions

Sec.
809.3 Definitions.
809.4 Confidentiality of submitted informa-

tion.

Subpart B—Labeling

809.10 Labeling for in vitro diagnostic prod-
ucts.

Subpart C—Requirements for
Manufacturers and Producers

809.20 General requirements for manufac-
turers and producers of in vitro diag-
nostic products.

809.30 Restrictions on the sale, distribution
and use of analyte specific reagents.

AUTHORITY: 21 U.S.C. 331, 351, 352, 355, 360b,
360c, 360d, 360h, 360i, 360j, 371, 372, 374, 381.

Subpart A—General Provisions

§ 809.3 Definitions.

(a) In vitro diagnostic products are
those reagents, instruments, and sys-
tems intended for use in the diagnosis
of disease or other conditions, includ-
ing a determination of the state of
health, in order to cure, mitigate,
treat, or prevent disease or its
sequelae. Such products are intended
for use in the collection, preparation,
and examination of specimens taken
from the human body. These products
are devices as defined in section 201(h)
of the Federal Food, Drug, and Cos-
metic Act (the act), and may also be bi-
ological products subject to section 351
of the Public Health Service Act.

(b) A product class is all those prod-
ucts intended for use for a particular
determination or for a related group of
determinations or products with com-
mon or related characteristics or those
intended for common or related uses. A
class may be further divided into sub-
classes when appropriate.

(c) [Reserved]
(d) Act means the Federal Food,

Drug, and Cosmetic Act.

[41 FR 6903, Feb. 13, 1976, as amended at 45
FR 7484, Feb. 1, 1980]

§ 809.4 Confidentiality of submitted in-
formation.

Data and information submitted
under § 809.10(c) that are shown to fall
within the exemption established in
§ 20.61 of this chapter shall be treated
as confidential by the Food and Drug
Administration and any person to
whom the data and information are re-
ferred. The Food and Drug Administra-
tion will determine whether informa-
tion submitted will be treated as con-
fidential in accordance with the provi-
sions of part 20 of this chapter.

[45 FR 7484, Feb. 1, 1980]

Subpart B—Labeling

§ 809.10 Labeling for in vitro diag-
nostic products.

(a) The label for an in vitro diag-
nostic product shall state the following

VerDate 18<APR>2000 08:33 Apr 20, 2000 Jkt 190068 PO 00000 Frm 00084 Fmt 8010 Sfmt 8010 Y:\SGML\190068T.XXX pfrm02 PsN: 190068T


		Superintendent of Documents
	2015-01-05T14:02:16-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




